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whom the data and information are re-
ferred. The Food and Drug Administra-
tion will determine whether informa-
tion submitted will be treated as con-
fidential in accordance with the provi-
sions of Part 20 of this chapter.

[45 FR 7484, Feb. 1, 1980]

§ 809.5 Exemption from batch certifi-
cation requirements for in vitro an-
tibiotic susceptibility devices sub-
ject to section 507 of the act.

(a) Antibiotic susceptibility devices
subject to section 507 of the act are ex-
empt from the batch certification re-
quirements of Part 431 of this chapter
if the following conditions are met:

(1) The antibiotic susceptibility de-
vice is approved for marketing under
an appropriate antibiotic application.

(2) The antibiotic susceptibility de-
vice is packaged and labeled for dis-
pensing in accordance with the applica-
ble regulation (monograph) in this
chapter except where other labeling
has been approved in an applicable an-
tibiotic application.

(3) The bulk antibiotic drug used in
preparing the antibiotic susceptibility
device meets the standards of identity,
strength, quality, and purity specified
in the applicable regulation (mono-
graph) in this chapter except where
other standards have been approved in
an applicable antibiotic application.

(4) The antibiotic susceptibility de-
vice meets the standards of identity,
strength, quality, and purity specified
in the applicable regulation (mono-
graph) in this chapter except where
other standards have been approved in
an applicable antibiotic application.

(b) For each antibiotic susceptibility
device subject to an exemption under
this section, an approved antibiotic ap-
plication is regarded to be an approved
premarket approval application under
section 515 of the act.

(c) Nothing in this section prevents a
manufacturer from applying for batch
certification of an antibiotic suscepti-
bility device as provided in section
507(c) of the act.

(d) All exemptions from batch certifi-
cation requirements for antibiotic sus-
ceptibility devices under this section

are subject to the conditions of effec-
tiveness under § 809.6.

[47 FR 39160, Sept. 7, 1982, as amended at 53
FR 11252, Apr. 6, 1988]

§ 809.6 Conditions on the effectiveness
of exemptions of antibiotic suscepti-
bility devices from batch certifi-
cation requirements.

(a) If at any time after an exemption
from batch certification requirements
for an antibiotic susceptibility device
has been granted, the Commissioner
finds on the basis of new information
before the agency with respect to such
exempted device evaluated together
with the evidence available to the
agency when such exemption was
granted, that certification of each
batch is necessary to ensure its safety
and efficacy of use, the Commissioner
shall act immediately to revoke all ex-
emptions from batch certification re-
quirements granted for such device.

(b) If the Commissioner finds that
the person granted an exemption from
batch certification requirements for an
antibiotic susceptibility device has
failed to comply with the requirements
of section 507 of the act and the regula-
tions promulgated thereunder; or if the
Commissioner finds that the require-
ments of § 809.5 have not been met; or if
the Commissioner finds that the peti-
tion for exemption from batch certifi-
cation contains any false statements of
fact, the Commissioner may revoke the
exemption from batch certification re-
quirements immediately and require
batch certification of the device until
such person shows adequate cause why
the exemption from batch certification
requirements should be reinstated.

(c) If the Commissioner repeals or
suspends an exemption from batch cer-
tification requirements for an anti-
biotic susceptibility device, a notice to
that effect and the reasons therefor
will be published in the FEDERAL REG-
ISTER.

(d) Any person who contests the rev-
ocation or suspension or denial of rein-
statement of an exemption from batch
certification requirements for an anti-
biotic susceptibility device shall have
an opportunity for a regulatory hear-
ing before the Food and Drug Adminis-
tration under Part 16 of this chapter.

[47 FR 39160, Sept. 7, 1982]
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Subpart B—Labeling
§ 809.10 Labeling for in vitro diag-

nostic products.
(a) The label for an in vitro diag-

nostic product shall state the following
information, except where such infor-
mation is not applicable, or as other-
wise specified in a standard for a par-
ticular product class. Section 201(k) of
the act provides that ‘‘a requirement
made by or under authority of this act
that any word, statement, or other in-
formation appear on the label shall not
be considered to be complied with un-
less such word, statement, or other in-
formation also appears on the outside
container or wrapper, if any there be,
of the retail package of such article, or
is easily legible through the outside
container or wrapper.’’

(1) The proprietary name and estab-
lished name (common or usual name),
if any.

(2) The intended use or uses of the
product.

(3) For a reagent, a declaration of the
established name (common or usual
name), if any, and quantity, proportion
or concentration of each reactive in-
gredient; and for a reagent derived
from biological material, the source
and a measure of its activity. The
quantity, proportion, concentration, or
activity shall be stated in the system
generally used and recognized by the
intended user, e.g., metric, inter-
national units, etc.

(4) A statement of warnings or pre-
cautions for users as established in the
regulations contained in 16 CFR Part
1500 and any other warnings appro-
priate to the hazard presented by the
product; and a statement ‘‘For In Vitro
Diagnostic Use’’ and any other limiting
statements appropriate to the intended
use of the product.

(5) For a reagent, appropriate storage
instructions adequate to protect the
stability of the product. When applica-
ble, these instructions shall include
such information as conditions of tem-
perature, light, humidity, and other
pertinent factors. For products requir-
ing manipulation, such as reconstitu-
tion and/or mixing before use, appro-
priate storage instructions shall be
provided for the reconstituted or mixed
product which is to be stored in the

original container. The basis for such
instructions shall be determined by re-
liable, meaningful, and specific test
methods such as those described in
§ 211.166 of this chapter.

(6) For a reagent, a means by which
the user may be assured that the prod-
uct meets appropriate standards of
identity, strength, quality and purity
at the time of use. This shall be pro-
vided, both for the product as provided
and for any resultant reconstituted or
mixed product, by including on the
label one or more of the following:

(i) An expiration date based upon the
stated storage instructions.

(ii) A statement of an observable in-
dication of an alteration of the prod-
uct, e.g., turbidity, color change, pre-
cipitate, beyond its appropriate stand-
ards.

(iii) Instructions for a simple method
by which the user can reasonably de-
termine that the product meets its ap-
propriate standards.

(7) For a reagent, a declaration of the
net quantity of contents, expressed in
terms of weight or volume, numerical
count, or any combination of these or
other terms which accurately reflect
the contents of the package. The use of
metric designations is encouraged,
wherever appropriate. If more than a
single determination may be performed
using the product, any statement of
the number of tests shall be consistent
with instructions for use and amount
of material provided.

(8) Name and place of business of
manufacturer, packer, or distributor.

(9) A lot or control number, identi-
fied as such, from which it is possible
to determine the complete manufactur-
ing history of the product.

(i) If it is a multiple unit product, the
lot or control number shall permit
tracing the identity of the individual
units.

(ii) For an instrument, the lot or con-
trol number shall permit tracing the
identity of all functional subassem-
blies.

(iii) For multiple unit products which
require the use of included units to-
gether as a system, all units should
bear the same lot or control number, if
appropriate, or other suitable uniform
identification should be used.
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